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IN THE CLAIMS 



/. Cancellation of Clainw^ / j 
164-166, 1^2, 183, 223-225, 238-26^, 





54-64,71-80, 87-90, 124-126, 1^2, 143, 
f , without prejudice. 




//. Addition of Claims 

Please add new claims 622-861 as follows: 




622. (New) A solid phartnaceuticjtl composition in a dosage foim that is not enteric- 
coated, consisting essentially of: 

(a) a non-enteric coated protein pump inhibitor selected from the group consisting of 
omeprazole, lansoprazole, rabeprazol^ esomeprazole, pantoprazole, pariprazole, and 
leminoprazole; and 

(b) a mixture of sodiuir^ bicarbonate and a calcium salt, wherein the mixture is in an 
amount sufficient to prevent or irfhibit acid degradation of the proton pump inhibitor by gastric 
acid in a subject so as to achieve bioavailability of the proton pxmip inhibitor in the subject after 
enteral administration of the dpsage form. 

623. (New) The composition as re^d in Claim 622, wherein the proton pump 
inhibitor comprises a substantially pure ena 
salt thereof 



r, racemic mixture, derivative, free base, or 



^ j/ 624. (New) The compositiotfas recited in Claim^22.j^!^erein the calcium salt is 

selected from the group consisting^f calcium acetate, calcium glycerophosphate, calcium 

chloride, calcium hydroxide, cmcium lactate, calcium bicarbonate, calcium gluconate, calciiun 

glycinate, calcium maleate,yBnd other calcium salts. 
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625. (New) The composition as recited An Claim ^S22^herein the sodium bicarbonate 
in an amoimt from about 1000 mg to about 1680 mg. 

626. (New) The composition as recited in Claim 622,jaiherein the sodium bicarbonate 
is in an amoimt of at least about 1680 mg. 

627. (New) The composition ayrecited in Claim 622^herein the calcium salt is 
calcium carbonate present in an amount pom about 250 mg to about 1000 mg. 

628. (New) The compositicm as recited in Claim 622, wherein the calcimn salt is 
calciimi carbonate present in an amonnt from about 500 mg to about 1000 mg. 

629. (New) The composition as recited in Claim 62Vwherein the calcium salt is 
calcium carbonate present in an amoimt of at least about 1000 mg. 

630. (New) The con^osition as recited in Claim 622, wherein the mixture is in an 
amount of at least 10 mEq. 

631. (New) The composition as recited in Claim 622, wherein the mixture is in an 
amoimt from about 10 mEq to about 70 mEq. 

632. (New) The composition as recited in Claim 622, wherein the mixture is in an 
amount from about 20 mEq to about 40 mEq. 

633. (NewY The composition as recited in Claim 622, wherein the proton pump 
inhibitor is in an amount from about 10 mg to about 100 mg. 

634. (New) The composition as recited in Claim 622^^^erein the proton pump 
inhibitor is omeprazole. 
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635. (New) The composition as recite)! in Claim 634, wherein the omeprazole is 
present in an amount of about 10 mg. 

^/ 636. (New) The composition as re^^ited in Claim 634, wherein the omeprazole is 
present in an amoxmt of about 20 mg. 

637. (New) The composition ^ recited in Claim 634, wherein the omeprazole is 
present in an amoimt of about 40 mg. 

638. (New) The compositipn as recited in Claim 634, wherein the omeprazole is 
present in an amoimt of about 60 nig. 

639. (New) The composition as recited in Claim 634, wherein the omeprazole is 
present in an amount of about 80 mg. 

640. (New) The composition as recited in Claim 634, wherein the omeprazole is 

/ — ' ^ 

present in an amount of abom 100 mg. 

641 . (New) The composition as recited in Claim 622, wherein the proton pump 
inhibitor is lansoprazole. 

642. (New) me composition as recited in Claim 641, wherein the lansoprazole is 

/ ^ 

present in an amount about 15 mg. 

643. (NewV The composition as recited in Claim 641, wherein the lansoprazole is 
present in an amouirt of about 30 mg. 

644. (Ne|w) The composition as recited in Claim 641,jwberein the lansoprazole is 
present in an amount of about 45 mg. 
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--oij/ 645 . (New) The compo^tion as recited in Claim 641 , wherein the lansoprazole is 
present in an amount of about 60 mg. 

646. (New) The composition as recited in Claim 641^herein the lansoprazole is 
present in an amount of abc^t 90 mg. 

647. (New) The/composition as recited in Claim 641, wherein the lansoprazole is 
present in an amount of aftout 100 mg. 

648. (New) Thp composition as recited in Claim 622, wherein the proton pxmip 
inhibitor is micronized. 

649. (New) The composition as recited in Claim 62Vwherein the composition is in a 
dosage form selected fjfom the group consisting of a tablet, powder, suspension tablet, chewable 
tablet, capsule, effervescent powder, effervescent tablet, pellets, and granules. 

650. (NewV The composition as recited in Claim 622, wherein the subject is a hxmian. 

65 1 . (New) The composition ds recited in Claim 650, wherein the human comprises a 
healthy adult, a healthy child, a humi/^lt having an acid-related gastrointestinal disorder, and 
a child having an acid-related gastrofciesnnal disorder. 



652. (New) The composition as recited in Claim 622, further comprising a flavoring 



agent. 




653. (New) The composition as recited in Claim 652, wherein the flavoring agent 
comprises aspartame, chocolate, root beer, peppermint, spearmint, berry, peach, or watermelon. 

654. (New) Thfe composition as recited in Claim 622,jft4i^ein the composition is 
provided as a separate oomponent of a kit. 
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655. (New) A method /or treating an acid-related gastrointestinal disorder in a subject 
in need thereof, comprising: Siter^y administering to the subject the solid pharmaceutical 
composition as recited in C\Am£2d. 

656. (New) The metho/( as recited in Claim 655, wherein the disorder is selected from 
the group consisting of duodenal ulcer disease, gastric ulcer disease, gastroesophageal reflux 
disease (GERD), erosive eso/hagitis, poorly responsive symptomatic gastroesophageal reflux 
disease, pathological hypersecretory disease, Zollinger Ellison Syndrome, and dyspepsia. 

657. (New) The method as recited in Claim 655, further comprising administering to 
the subject a buffering agent. 

658. (New) The method a4 recited in Claim 657, wherein the buffering agent is 
administered to the subject in a form selected from the group consisting of solution, suspension, 
tablet, powder, suspension tablet, jbhewable tablet, capsule, effervescent powder, effervescent 
tablet, pellets, and granules. 

659. (New) The metiifod as recited in Claim 657, wherein the buffering agent is 
administered to the subject |in ^ aiiijumt from about 2 mEq to about 70 mEq. 

660. (New) The ^i^od recited in Claim 657, wherein the composition has less 
than about 20 times the amodnt of the mixture of sodium bicarbonate and calcium salt as 
compared to the proton pump inhibitor on a weight to weight basis. 

661. (New) The method a^ecited in Claim 655^herein the composition is 
administered once or twice a da\ 
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662, (New) A liquid pharmaceutical composition, comprising: the dosage fomi as 
recited in Claim 622 suspended iiyan aqueous medium. 

663. (New) The composition as recited in Claim 662, wherein the aqueous medium 
comprises a buffering agent. 



664. (New) 
comprises a bicarbonate 

665. (New)> 



imposition as recited in Claim 662, wherein the buffering agent 
j^Group lA metal. 

position as recited in Claim 662,^ierein the buffering agent is 



an amount jfrom about t mEq to about 70 mEq. 
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666. (New) A solid ph^pmaceutical composition in a dosage form that is not enteric- 
coated, consisting essentially of:i 

(a) a non-enteric coated proton pump inhibitor (PPI) selected from the group 
consisting of omeprazole, lanpprazole, rabeprazole, esomeprazole, pantoprazole, pariprazole, 
and leminoprazole; and 




(b) a buffering a^ent in an amount more th^n^bout^ times the amount of the proton 
pump inhibitor^ a weigly to weight basisin the composition. 

667. (New) The composi^on as recited in Claim 666, wherein the amount of the 
buffering agent is sufficient for ttie agent to prevent or inhibit in vivo gastric acid degradation of 
the proton pump inhibitor upcm the enteral administration of the dosage form to a subject so as to 
achieve bioavailability ofme proton pump inhibitor in the subject. 

668. (New) The composition as recited in Claim 667, wherein the amoxmt of the agent 
is sufficient to cause a pH of an in vitro acid solution to be about 4.0 or greater for at least about 
45 minutes in a Kinetic Acid Neutralization Model. 

669. (New) The composition as recited in Claim 667, wherein the amount of the agent 
is sufficient to cause a pH off an in vitro acid solution to be about 4.0 or greater for at least about 
60 minutes in a Kinetjc Acid Neutralization Model, 

670. (New) 'tee/comTO as recited in Claim 667^herein the amount of the agent 
is sufficient to cause a pMor^n in vitro acid solution to be about 4.0 or greater for at least about 
120 minutes in a Kineticl\cid Neutralization Model. 
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671 . (New) The composition as recitea in Claiiiv662vWherein the amount of the agent 
is sufficient to cause a pH of an in vitro acid scMution to be about 5.0 or greater for at least about 
60 minutes in a Kinetic Acid NeutraUzation Model. 

672. (New) The composition as recited in Claim 667, wherein the amoimt of the agent 
is sufficient to cause a pH of an in vitro acid solution to be about 5.0 or greater for at least about 
120 minutes in a Kinetic Acid Neutralization Model. 

673. (New) The compositicm as recited in Claim 667, wherein the amoimt of the agent 
is sufficient to cause a pH of an in vitro acid solution to be about 5.5 or greater for at least about 
60 minutes in a Kinetic Acid Neutralization Model. 

674. (New) The composition as recited in Claim ^67^herein the amoimt of the agent 
is sufficient to cause a pH of an vitro acid solution to be about 6.0 or greater for at least about 
60 minutes in a Kinetic Acid Neutralization Model. 

675. (New) The composition as recited in Claim 666, wherein the proton pump 
inhibitor comprises a si^bstai^ially pure enantiomer, racemic mixture, derivative, free base, or 
salt thereof. 

676. (New) The composition as recited in Claim 666, wherein the buffering agent 
comprises a bicarbonate salt of a Group lA metal. 

677. (New) Tne con^sition as recited in Claim 666, wherein the buffering agent 
comprises at least one OT>iiagnesium hydroxide, magnesium lactate, magnesium gluconate, 
magnesium ox4d:e; ma^esium carbonate, magnesium silicate, magnesium lactate, and other 
magnesium salts. 
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678. (New) The composition as recited in Claini666, wherein the buffering agent 
comprises at least one of calcixmi acetate/calcium glycerophosphate, calcium chloride, calcium 
hydroxide, calcium lactate, calcium (|arWop^e, calcium bicarbonate, calcium gluconate, calcium 
glycinate, calcium maleate, and otheiflfealeidm sahs. 

679. (New) The composition as recited ^Claim 666, wherein the buffering agent 
comprises sodium bicarbonate. 





680. (New) The composition as recited in Claim 679, wherein the sodium bicarbonate 
is in an amount from about 1000 mg to about 1680 mg. 

681 . (New) The composition as recited in Claina679, wherein the sodium bicarbonate 
is in an amoimt of at least aboiu 1680 mg. 

682. (New) The composition as recited in Claim 666, wherein the buffering agent 
comprises calciimi carbonat^. 

^/ 683. (New) The Composition as recited in Claim 682, wherein the calcium carbonate is 
in an amount from about 250 mg to about 1000 mg. 

o84> (New) The composition as recited in Claim 683^ wherein the calcium carbonate is 

N 

in an amoimt from about 500 mg to about 1000 mg. 

685. (New) The composj^on as recited in Claim 682, wherein the calcium carbonate is 
in an amount of at least about^TOOO mg. 

686. (New) The comm/sition as recited in Claim 66^2^herein the buffering agent 
comprises sodium bicarbonat4and>calciimi carbonate. 
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6^ (New) The composition as recited in ClainiJ^fi;^herein the proton pump 
inhibitor is in an amount from about 10 mg to about 100 mg. 

688, (New) The composition as recited in Claim 666, wherein the proton pump 
inhibitor is omeprazole. 

^89. (New) The composition as recited in Claini68|^herein the omeprazole is 
present in an amoimt of about 10 mg. 

(New) The composition as recited in Claim^6^8^herein the omeprazole is 
present in an amoimt of about 20 mg. 

^91 . (New) The composition as recited in Claim 6§§,^erein the omeprazole is 
present in an amoimt of about 40 mg. 

692. (New) The composition as recited in Claim^^&S^jicherein the omeprazole is 
present in an amoimt of about 60 mg. 

693. (New) The composition as recited in Claim^6&8^^1iCTein the omeprazole is 
present in an amount of about 80 mg. 

69A, (New) The composition as recited in Claim 688, wherein the omeprazole is 
present in an amount of about 100 mg. 

695. (New) The composition as recited in Claim 666, wherein the proton pump 
inhibitor is lansoprazole. 

A 13 

696. (New) The composition as recited in Claim 69^, wherein the lansoprazole is 
present in an amount of about 1 5 mg. 
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69^ (New) The composition as recited in Claim 695, wherein the lansoprazole is 
present in an amoimt of about 30 mg. 

69g, (New) The composition as recited in Claim 695, wherein the lansoprazole is 
present in an amoimt of about 45 mg. 

6Q9. (New) The composition as recited in Claim 695, wherein the lansoprazole is 
present in an amount of about 60 mg. 

700. (New) The composition as recited in Claim 695, wherein the lansoprazole is 
present in an amoimt of about 90 mg. 

TOl . (New) The composition as recited in Claim 695, wherein the lansoprazole is 
present in an amount of about 100 mg. 

762. (New) The composition as recited in Claim 666, wherein the proton pump 
inhibitor is micronized. 

70^. (New) The composition as recited in Claim 666; wherein the composition is in a 
dosage form selected from the group consisting of a tablet, powder, suspension tablet, chewable 
tablet, capsule, effervescent powder, effervescent tablet, pellets, and granules. 



^S^agent. 



704. (New) The/composition as recited in Claim 666, further comprising a flavoring 



comprising as^^ame, chocolate, root beer, peppermint, spearmint, berry, peach, or 

wat 



watermelon. 




buffering agent is more th^ 
to weight basis in the cor 



705. (New) Thecc mppsition as recited in Claim 666, wherein the amount of the 



LboinsL25 times the amount of the proton pump inhibitor on a weight 
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706. (New) The composition as recited in Claim 666, w herein the amoxmt of the 
buffering agent is more than about SOftimes the amount of the proton pump inhibitor on a weight 
to weight basis in the composition. 

707. (New) The composition as recited in Claim 666, wherein the amount of the 
buffering agent is more than abouy 35 tinn^bs the amount of the proton pump inhibitor on a weight 
to weight basis in the composition 

708. (New) The c^jAsitioA as recited in Claim 666, wherein the amount of the 
buffering agent is more thaii aW)ut 40f times the amount of the proton pump inhibitor on a weight 



to weight basis in the composition. 

7^9. (New) The composition as recited in Claim (566, wherein the amount of the 



buffering agent is more than about 50 times the amount of the proton pump inhibitor on a weight 
to weight basis in the composition. 

7W. (New) The composition as recited in Claim 666, wherein the amount of the 
buffering agent is more than about 60 times the amount of the proton pump inhibitor on a weight 
to weight basis in the composition. 

TW. (New) The composition as recited in Claim 666, wherein the amount of the 
buffering agent is more than about 70 times the amount of the proton pump inhibitor on a weight 
to weight basis in the composition. 

71?. (New) The composition as recited in Claim 666, wherein the amount of the 
buffering agent is more than about 80 times the amount of the proton pump inhibitor on a weight 
to weight basis in the composition. 
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7^13. (New) The composition as recited in Claim wherein the amoxmt of the 
buffering agent is more than about 90 times the amount of the proton pimip inhibitor on a weight 
to weight basis in the composition. 

7H- (New) The composition as recited in Claim 66^, wherein the amount of the 
buffering agent is more than about 100 times the amount of the proton pump inhibitor on a 
weight to weight basis in the composition. 



715, (New) The composition as recited in Claim 666, wherein the subject is a human 
selected from the group consistin^of^a healthy adult, a healthy child, a human adult having an 
acid-related gastrointestinal disc^d^and a child having an acid-related gastrointestinal disorder 

«1 si 

7i^. (New) The composition as recited in Claim §66, wherem the composition is 
provided as a separate component of a kit. 

717. (New) A method of producing^ liquid pharmaceutical composition comprising: 
sjombining one or more of the dosage forrafe of Claim 702 with an aqueous medium. 
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718. (New) A method for treating an acid-related gastrointestinal disorder in a subject 
in need thereof, comprising: enteraily administering to the subject the solid pharmaceutical 
composition as recited in Claiir/666. 

719. (N ew) The method pk recited in Claim 718, wherein the disorder is selected from 
the group consisting of duoden^ulcer disease, gastric ulcer disease, gastroesophageal reflux 
disease (GERD), erosive esophagitis, poorly responsive symptomatic gastroesophageal reflux 
disease, pathological hj^rsecretory disease, Zollinger Ellison Syndrome, and dyspepsia. 

720. (New) The method as/recited in Claim 718, further comprising administering to 
the subject an additional buffering agent. 

721. (New) The method as recited in Claim 720, wherein the additional buffering 
agent is administered to the subject/in a form selected from the group consisting of solution, 
suspension, tablet, powder, suspension tablet, chewable tablet, capsule, effervescent powder, 
effervescent tablet, pellets, and graijai^es. 



722. (New) The met 



(recited in Claim 720, wherein the additional buffering 



agent is administered to the subje ^t in an amount from about 2 mEq to about 70 mEq. 



723. (New) The method as recited m Claim 720, wherein the composition has less 



kSitionfi 



than about 20 times the amount of the OTxiitibnal buffering agent as compared to the proton pimip 



7 



inhibitor on a weight to weight basis. 

fh^. (New) The method as recited in Claim TiS, wherein the composition is 



administered once or twice a day. 
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(New) A method for administering a liquid phamiaceutical composition to a 
subject, comprising: combining the phamiaceutical composition as recited in Claim -^^^th an 
aqueous medium to form a suspension, and orally administering the suspension to the subject in 
a single dose without administering an additional buffering agent. 

726. (New) The comjpsition as recited in Claim 725, wherein the aqueous medium 
comprises a buffering agent. 

727. (New) The CQ$niiosition as recited in Claim 725, wherein the buffering agent 
comprises a bicarbonatepU olli^ lA metal. 

728. (New) The cotaposition as recited in Claim 725, wherein the buffering agent is in 
an amount from about 2AnEq to about 70 mEq. 
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729. (New) The composition as recited in Claim ^3, wherein the proton pump 



inhibitor is in an amount from about 10 mg to about 100 mg. 

(New) The composition as recited in Claim 729, wherein the proton pump 
inhibitor is omeprazole. 

7S1 . (New) The composition as recited in Claim 72^, wherein the omeprazole is 
present in an amount of about 10 mg. 

732. (New) The composition as recited in Claim 72^, wherein the omeprazole is 
present in an amount of about 20 mg. 

733. (New) The composition as recited in Claim 72^, wherein the omeprazole is 

present in an amount of about 40 mg. 

0)0 

734. (New) The composition as recited in Claim 729, wherein the omeprazole is 
\ present in an amount of about 60 mg. 

7^ (New) The composition as recited in Claim 729, wherein the omeprazole is 
present in an amount of about 80 mg. 

7^^. (New) The composition as recited in Claim 7^, wherein tlie omeprazole is 
present in an amount of about 100 mg. 

7S7. (New) The composition as recited in Claim 729^ wherein the proton pump 
inhibitor is lansoprazole, 

73^. (New) The composition as recited in Claim 737, wherein the lansoprazole is 
present in an amount of about 15 mg. 
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7^. (New) The composition as recited in Claim 7^, wherein the lansoprazole is 

1*75" -V 

present in an amount of about 30 mg. 

740. (New) The composition as recited in Claim 737, wherein the lansoprazole is 

present in an amoxmt of about 45 mg. 

IP '7 \ob 
74-1. (New) The composition as recited in Claim 737, wherein the lansoprazole is 

present in an amount of about 60 mg. 

742. (New) The composition as recited in Claim ^ST^herein the lansoprazole is 
present in an amount of about 90 mg. 

t43. (New) The composition as recited in Claim 737, wherein the lansoprazole is 

present in an amount of about 100 mg. 

\\0 I 
744. (New) The composition as recited in Claim S3, wherein the proton pimfip 

inhibitor is micronized. 

^n/ 745. (New) The composition s4 recited in Claim 34, wherein the flavoring agent 
comprises aspartame, chocolate, rootlSeer, peppermint, spearmint, berry, peach, or watermelon. 

'7^. (New) The composition as recited in Claim^^3^herein the composition is 
provided as a separate component of a kit. 
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747. (New) A method for treapng an acid-related gastrointestinal disorder in a subject 
in need thereof, comprising: enterally administering to the subject the solid pharmaceutical 
composition as recited in Claim 23. 

748. (New) The method as/recited in Claim 747, wherein the disorder is selected from 
the group consisting of duodenal ulcer disease, gastric ulcer disease, gastroesophageal reflux 
disease (GERD), erosive esophagitiJs, poorly responsive symptomatic gastroesophageal reflux 
disease, pathological hypersecretory disease, Zollinger Ellison Syndrome, and dyspepsia. 

749. (New) The methojfl as recited in Claim 747, further comprising administering to 
the subject an additional bufferimg agent. 

750. (New) The memod as recited in Claim 749, wherein the additional buffering 
agent is administered to the suoject in a form selected from the group consisting of solution, 
suspension, tablet, powder, suspension tablet, chewable tablet, capsule, effervescent powder, * 
effervescent tablet, pellets, md granules. 

751. (New) The method as recited in Claim 749, wherein the additional buffering 
agent is administered to me supject in an amoimt from about 2 mEq to about 70 mEq. 

752. (New) 'njemethod as recited in Claim 749,_wherein the composition has less 
than about 20 times/tne amount of the additional buffering agent as compared to the proton pimip 
inhibitor on a weight to weight basis. 
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753. (New) A liqxiid pharmaceutical composition, comprising: the pharmaceutical 
composition as recited in Claim 23 and an aqueous medium. 

754. (New) The compositpn as recited in Claim 753, wherein the aqueous medium 
comprises a buffering agent. 

755. (New) The composition as recited in Claim 753, wherein the buffering agent 
comprises a bicarbonate salt ofe'a Groro lA metal. 

756. (New) The composition as recited in Claim 753, \^^erein the buffering agent is 
an amount from about 2 mEato abojrf 70 mEq. 
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757. (New) The method as recited in Claim 95, wherein the proton pump inhibitor is 
in an amount from about 1 0 mg to about 1 00 mg. 

758. (New) The method as recited in Claim 95, wherein the proton pump inhibitor is 
micronized. 

759. (New) The method as recited in Claim 112, wherein the flavoring agent 
comprises aspartame, chocolate, root beer, peppermint, spearmint, berry, peach, or watermelon. 

760. (New) The method as recited in Claim^ /wherein the disorder is selected from 
the group consisting of duodenal ulcer disease, gastric ulcer disease, gastroesophageal reflux 
disease (GERD), erosive esophagitis, poorly responsive symptomatic gastroesophageal reflux 
disease, pathological hypersecretory disease, Zollinger Ellison Syndrome, and dyspepsia. 

761 . (New) The mfcthod as recited in Claim 95, further comprising administering to 
the subject an additional buffering agent. 

762. (New) Ther method as recited in Claim 761 , wherein the additional buffering 
agent is administered to me subject in a form selected from the group consisting of solution, 
suspension, tablet, powder, Suspension tablet, chewable tablet, capsule, effervescent powder, 
effervescent table^^Jjletst, ahd granules. 

763. (NeWW The method as recited in Claim 761, wherein the additional buffering 
agent is administered! fotne subject in an amount from about 2 mEq to about 70 mEq. 

764. (Ne^) The method as recited in Claim J61^^erein the composition has less 
than about 20 times the amount of the additional buffering agent as compared to the proton pump 
inhibitor on a weight to weight basis. 
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765. (New) The method as recited in Claim 95^^^erein the composition 
administered once or twice a day. 
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766. (New) The composition as recited in Claim 141, wherein the gastric secretions 
comprise gastric secretions of a human subject. 

767. (New) The composition's recited in Claim 141, wherein the proton pimip 
inhibitor is in an amount from about 10 mg to about 100 mg. 

768. (New) The compositipn as recited in Claim 766, wherein the proton pimip 
inhibitor is omeprazole. 

769. (New) The composjftion as recited in Claim 768, wherein the omeprazole is 
present in an amount of about 10 mg. 

770. (New) The composition as recited in Claim 768, wherein the omeprazole is 
present in an amount of about 2u mg. 

771. (New) The composition as recited in Claim 768, wherein the omeprazole is 
present in an amount of about 40 mg. 

772. (New) The domposition as recited in Claim 768, wherein the omeprazole is 
present in an amoimt^mho^ mg. 

773. (New) ThW composition as recited in Claim 768, wherein the omeprazole is 
present in an amount of aBout 80 mi 

774. (New) Thfe composition as recited in Claim 768, wherein the omeprazole is 
present in an amoimt ofiimut 100 mg. 

775. (New) Ipe composition as recited in Claim 766, wherein the proton pxmip 
inhibitor is lansoprazole 
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776. (New) The composition as recjted in Claim 775, wherein the lansoprazole is 
present in an amoimt of about 15 mg. 

777. (New) The composition as^ecited in Claim 775,jwherein the lansoprazole is 
present in an amount of about 30 mg. 

778. (New) The compositio^ as recited in Claim 775^herein the lansoprazole is 
present in an amount of about 45 mg.j 

779. (New) The composition as recited in Claim 775, wherein the lansoprazole is 
present in an amount of about 60 nig. 

780. (New) The composition as recited in Claim 775, wherein the lansoprazole is 
present in an amount of about 90 mg. 

78 1 . (New) The coniosition as recited in Claim 775, wherein the lansoprazole is 
present in an amount of about/lOO mg. 

782. (New) ^e c^mpositib^ as recited in Claim 141 , wherein the proton pump 
inhibitor is micronized. 

783. (New) Thel^ompositidi as recited in Claim 152, wherein the flavoring agent 
comprises aspartame, chojbolate, roA beer, peppermint, spearmint, berry, peach, or watermelon. 

784. (New) Tljle c^jrfiposition as recited in Claim 141^^^^ein the composition is 
provided as a separatejro^ of a kit. 



12882294.2 U1901 1454C 01723326 



-24- 



Serial No. 09/481,207 



<8» 



785. (New) A method for treating an acid-related gastrointestinal disorder in a subject 
in need thereof, comprising: enterally adn^nistering to the subject the solid pharmaceutical 
composition as recited in Claim 141. 

786. (New) The method as rebited in Claim 785, wherein the disorder is selected from 
the group consisting of duodenal ulcer disease, gastric ulcer disease, gastroesophageal reflux 
disease (GERD), erosive esophagitis,i[)Oorly responsive symptomatic gastroesophageal reflux 
disease, pathological hypersecretory jdisease, Zollinger Ellison Syndrome, and dyspepsia. 

787. (New) The method As recited in Claim 785, further comprising administering to 
the subject an additional buffering agent. 

788. (New) The methdd as recited in Claim 787^^ wherein the additional bufifermg 
agent is administered to the subject in a form selected from the group consisting of solution, 
suspension, tablet, po\^der, suspension tablet, chewable tablet, capsule, effervescent powder, 
effervescent tablet, pell^tsf^ granules. 

789. (New) Thartiethod as recited in Claim 787, wherein the additional buffering 
agent is administered to thA subject in an amount from about 2 mEq to about 70 mEq. 

790. (New) Thjfc i^ethod ^a^^ited in Claim 787, wherein the composition has less 
than about 20 times the Jnjoufifof the additional buffering agent as compared to the proton pump 
inhibitor on a weight tof weight basis. 

791 . (New) /The method as recited in Claim 785, wherein the composition is 
administered once or/twice a day. 
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792. (New) A liquid pharmaceutical composition, comprising: the phamiaceutical 
composition as recited in Claim 141 and an aqueous medium. 

793. (New) The compositioiyas recited in Claim 792, wherein the aqueous medium 
comprises a buffering agent. 



794. (New) The com] 
comprises a bicarbonate salt of jl 



ion as redted in Claim 793, wherein the buffering agent 
5up lA if(etal. 



795. (New) The comi/osjtidn as recited in Claim 793^^erein the buffering agent is 
an amount from about 2 mEq t^ about 70 mEq. 
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796. (New) The composition as^recited in Claim 181, wherein the proton pump 
inhibitor is in an amount from about 10 mg to about 100 mg. 

797. (New) The composition/as recited in Claim J96^herein the proton pxmip 
inhibitor is omeprazole. 

798. (New) The composition as recited in Claim 797, wherein the omeprazole is 
present in an amount of about 10 ing. 

799. (New) The composition as recited in Claim 797, wherein the omeprazole is 
present in an amount of about 20 mg. 

800. (New) The composition as recited in Claim 797, wherein the omeprazole is 
present in an amoimt of about 40 mg. 

801 . (New) The composition as recited in Claim 797, wherein the omeprazole is 
present in an amount of about 60 mg. 

802. (New) The composition as recited in Claim 797, wherein the omeprazole is 
present in an a niOTmt of abo y 80 mg. 

803. (NewJ^ The ^fctfi^e^on as recited in Claim 797, wherein the omeprazole is 
present in an amount M abAut 100 mg. 

804. (New) The comopsition as recited in Claim 796, wherein the proton pump 
inhibitor is lansoprazole.] 

805. (IiJe^)/nie c<knposition as recited in Claim 804, wherein the lansoprazole is 
present^ an Ma6imt ofl about 15 mg. 



12882294.2 111901 1454C 01723326 



-27- 



Serial No. 09/481,207 



806. (New) The composition as recitec 
present in an amount of about 30 mg. 



Claim 804, wherein the lansoprazole is 



807. (New) The composition as recced in Claim 804^wherein the lansoprazole is 
present in an amoimt of about 45 mg. 

808. (New) The composition as ^cited in Claim 804, wherein the lansoprazole is 
present in an amount of about 60 mg. 

809. (New) The composition p recited in Claim 804, wherein the lansoprazole is 
present in an amount of about 90 mg. 

810. (New) The composition as recited in Claim 804, wherein the lansoprazole is 
present in an amount of about 100 1 



811. (New) Thecompc 
inhibitor is micronized. 



Ition as recited in Claim 181, wherein the proton piunp 



812. (New) The composition as recited in Claim 181, further comprising a flavoring 



agent. 



813. (New>^l? cofnpositi^ 
comprises aspartame, chocolate, root 



m as recited in Claim^Sl^^^^dierein the flavoring agent 
teer, peppermint, spearmint, berry, peach, or watermelon. 



814. (New) The fcompja^ition as recited in Claim J^lpvherein the proton pump 
inhibitor is in a form selectedA'om the group consisting of tablet, powder, suspension tablet, 
chewable tablfet, capsul^fifervescent powder, effervescent tablet, pellets, and granules. 

815. (New) The composition as recited in Claim 181, wherein the composition is 



provided as a separate co 

\ 
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816. (New) The method as recited iA Claim ^OS^herein the condition is selected from 
the group consisting of duodenal ulcer disease, gastric ulcer disease, gastroesophageal reflux 
disease (GERD), erosive esophagitis, poorly responsive symptomatic gastroesophageal reflux 
disease, pathological hypersecretory diseas|fe, Zollinger Ellison Syndrome, and dyspepsia. 

817. (New) The method as recited in Claim 203, wherein the proton pump inhibitor is 
in an amount from about 10 mg to about /l 00 mg. 

818. (New) The method as rejbited in Claim 203^herein the proton pump inhibitor is 
micronized. 

819. (New) The method as tecited in Claim 203, wherein the proton pump inhibitor is 
in a form selected from the group consisting of tablet, powder, suspension tablet, chewable 
tablet, capsule, effervescent powder/ effervescent tablet, pellets, and granules. 

820. (New) The methodjas recited in Claim j203, w herein the dosage form further 
comprises a flavoring agent. 

821. (New) Themetti^as recited in Claim 820, wherein the flavoring agent 
comprises aspartame, chocolate, toot bfeer, peppermint, spearmint, berry, peach, or watermelon. 

822. (New) The merthi )d as reci^d in Claim 203, fiirther comprising administering to 
the subject an additional bufferjj ig ageni 

823. (New) The methDd a/recited in Claim 822, wherein the additional buffering 



agent is administered to the sul 
suspension, tablet, powder, susp 



effervescent tablet, pellets, and granules. 



ect in a form selected from the group consisting of solution, 
ension tablet, chewable tablet, capsule, effervescent powder. 
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824. (New) The method as recited in Claim 822, w herein the additional buffering 
agent is administered to the subject in an amoimt from about 2 mEq to about 70 mEq. 

825. (New) tTiejneCiod as yecitea>in Claim 8222jA^herein the composition has less 
than about 20 times the amoimftof the additional pufFering agent as compared to the proton pump 
inhibitor on a weight to weight basist 

826. (New) The method^ repifed in Claim 20Vwherein the composition is 
administered once or twit 
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827. (New) A liquid pharmaceutical composition, comprising: the pharmaceutical 
composition as recited in Claim 181 and aiy aqueous medium. 

828. (New) The composition ^ recited in Claim 827, wherein the aqueous medium 
comprises a buffering agent. 

829. (New) The composition as recited in Claim 828, wherein the buffering agent 
comprises a bicarbonate salt of a Group lA metal. 

830. (New) The cofnpcjfeition S&^recited in Claim 828, wherein the buffering agent is 

iq. 



an amount from about 2 mEq 



to&bout 70 ] 



83 1 . (New) The coi^o^itibn as recited in Claim 827j^erem the composition is 
provided as a separate^m^/ient of a kit. 
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832. (New) A method for treating esophageal disease in a subject, comprising: orally 
administering to the subject a single dose of a liquid pharmaceutical composition consisting 
essentially of a proton pump inhibitor and a bi^ering agent wherein the single dose of the 
buffering agent is sufficient to treat the disc 

833. (New) The method as recite^ in Claim 832, wherein the buffering agent is a 
bicarbonate salt of a Group lA metal. 

834. (New) The method as recced in Claim 833, wherein the buffering agent is 
sodium bicarbonate. 

835. (New) The method as recited in Claim 832, wherein the buffering agent is a 
calcium salt. 

836. (New) The method a^ recited in Claim 832, wherein the buffering agent is in an 
amount from about 10 mEq to abou! 70 mEq. 

837. (New) The method /as recited in Claim 832, wherein the buffering agent is in an 
amount from about 20 mEq to about 40 mEq. 

838. (New) The method as recited in Claim 832, wherein the proton pump inhibitor is 
selected from the group Qonsismigi>Co lansoprazole, rabeprazole, esomeprazole, 
pantoprazole, pariprazole, ana leminoprazole. 

839. (New) The mejpod^ recited in Claim 832, wherein the proton pump inhibitor is 
micronized. 

840. (New) The method as recited in Claim 832, wherein the composition further 
comprising a flavoring agend 
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841 . (New) The method as recited m Claim^^40/wherein the flavoring agent 
comprises aspartame, chocolate, root beer, peppermint, spearmint, berry, peach, or watermelon. 

842. (New) The method as recited in Claim^832, wherein the proton pump inhibitor is 
omeprazole in a dose from about 2mg to about lOOmg. 

843. (New) The method as recijfed in Claim 842, wherein the omeprazole is about 
lOmg per dose. 

844. (New) The method as recited in Claim 842, wherein the omeprazole is about 
20mg per dose. 

845. (New) The method as |:ecited in Claim 842, wherein the omeprazole is about 
40mg per dose. 

846. (New) The method ^ recited in Claim 842, wherein the omeprazole is about 
80mg per dose. 

847. (New) The metho^ as recited in Claim 832, wherein the proton pump inhibitor is 
lansoprazole in a dose fron^a^ou^ 2rJgvto lOOmg. 



848. (New) The met 
15mg per dose. 



id as recited in Claim 847, wherein the lansoprazole is about 



849. (New) The metho^ recited in Claim 847, wherein the lansoprazole is about 
30mg per dose. 

850. (New) Th^mdhod as recited in Claim 847, wherein the lansoprazole is about 
60mg per dose. 
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85 1 . The method as recited in Claim 847, wherein the lansoprazole is about 90mg per 



dose. 



852. (New) The method as recited in Claim 832, wherein the solution is administered 
to the subject in a single dose of about 2 nil to about 100 ml. 

853. (New) The method as redited in Claim 832, wherem the solution is administered 
to the subject in a single dose of about 8 ml to about 60 ml. 

854. (New) The method as recited in Claim 832, wherein the solution is administered 
to the subject in a single dose of about 10 ml to about 20 ml. 

855. (New) The method ai recited in Claim 832, wherein the esophageal disease is 
selected from the group consisting of duodenal ulcer disease, gastric ulcer disease, 
gastroesophageal reflux disease (QERD), erosive esophagitis, poorly responsive symptomatic 
gastroesophageal reflux disease, i/athological hypersecretory disease, Zollinger Ellison 
Syndrome, and dyspepsia. 

856. (New) The metmd as recited as recited in Claim 832, wherein the proton pump 
inhibitor comprises a substanti^ly pure enantiomer, racemic mixture, derivative, free base, or 
salt thereof 

857. (New) The piefhod as j-ecited in Claim 832, wherein the buffering agent is about 
0.5mEq to about 70mEq per (lose. 

858. (New) The niejhod as recited in Claim 832, wherein the buffering agent is about 
7.5mEq to about4^iEqpeir dose. 

859. (New) The faiethod as recited in Claim 832, A^^ein the buffering agent is about 
lOmEq to about 20mEq ppr dose. 

-34- 
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860. (New) The method as/recited in Claim 832 wherein the composition is about 
20mg to about 40mg omeprazo l| ai^ about lOmEq to 40mEq buffering agent. 

861 . (New) The method As rpdited in Claim ^32^^^herein the composition is about 
15mg to about 30mg lansoprazolepnd about IQmEq to 40niEq buffering agent. 
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IIL Substitution of Claims 

Substitute pending claims 23, 26-35, 38-40, 42, 43, 52, 53, 65-76, 81-86, 91-95, 111-11^ 
122, 123, 130, 131, 141, 144, 170, 171, 181, 184, 198, 203, 219, 229, 230, and 233, witkihe 
corresponding amended claims, as shown below: — _ 



^^--^^"^^ 23. (Amended) A solid pharmaceutical composition in a dosage form that is not 
enteric-coated, consisting essentially of: 

(a) a proton pump inhibitor (PPD^selected from the group consisting of omeprazole, 
lansoprazole, rabeprazole, esomeprazole, pantoprazole, pariprazole, and leminoprazole; and 

(b) at least one buffering agent in an amount sufficient to prevent or inhibit acid 
degradation of the proton pump inhibiior (PPI) by gastric acid in a subject so as to achieve 



/ bioavailability of the proton pump ininibitor (PPI) in the subject after enteral administration of the 
dosage form; 

wherein the dosage form is selectfed from the group consisting of a suspension tablet, a chewable 
tablet, an effervescent powder, pnd an effervescent tablet. 





26. (Amended) The compositioiias recited in Claim 23, wherein the proton pump 
inhibitor comprises a substantially pure enamtierfa racemic mixture, derivative, free base, or 



salt thereof 

2- 1 
1<7. (Amended) The composition as recited in Claim 23, wherein the proton pump 

/) inhibitor is omeprazole. 

^ 28. (Amended) The composition as recited in Claim 28, wherein the proton pimip 

inhibitor is lansoprazole. 

29..^ (Amended) The composition as recited in Claim 2% wherein the proton pump 
inhibitor is rabeprazole. 

-36- 



12882294.2111901 1454C 01723326 



D 




Serial No. 09/481,207 



30. (Amended) The composition as recited in Claim 23, wherein the proton pump 
inhibitor is esomeprazole. 

31*. (Amended) The composition as recited in Claim wherein the proton pimap 

inhibitor is pantoprazole. 

7 1 
32^. (Amended) The composition as recited in Claim 23, wherein the proton pump 

inhibitor is pariprazole. 

^ \ 

33. (Amended) The composition as recited in Claim 23l, wherein the proton pump 
\ 1 // 1 ^^^^^^^ leminoprazole. 

34. (Amended) The composition as recited in Claim 23, further comprising at least 
one flavoring agent. 

35. (Amended) The composition as recited in Claims, further comprising an anti- 
foaming agent. ^ 




38. (Amended) The composition as recited in Claim 23, wherein the dosage form is a 



suspension tablet. 




3-9. (Amended) The composition as recited in Claim 23, wherein the dosage form is a 



chewable tablet. 



M 40. (Amended) The composition as recited in Claim 3§, further comprising 



aspartame. 



42,. (Amended) The composition as recited in Claim 23, wherein the dosage form is 
an effervescent powder. 

43.^ (Amended) The composition as recited in Claim wherein the dosage form is 
an effervescent tablet. 
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S^}^ (Amended) The composition as recited in Claim 23, wherein the buffering agent 
is at least about 1 680 mg sodium bicarbonate. 

53. (Amended) The composition as recited in Claim 23, wherein the buffering agent 
is about 1000 mg to about 1680 mg sodium bicarbonate. 
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^ -^y. (Amended) A method of producing a liquid phamiaceutical composition, 
comprising: combming the composition recited in Claim 3^ with an aqueous medium. 

66. (Amended) The metho^ of Claim 65, wherein the aqueous medium comprises 
' sodium bicarbonate solution, 

67. (Amended) The^itietfid^^of Claim 65, wherein the aqueous medium comprises 
gastric secretions. 

68. (Amended) The /nethod of Claim 65, wherein the aqueous medium comprises 

water. 
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(Amended) A method of producing a liquid phamiaceutical composition, 
comprising: combimng the composition recited in Claim'SS with an aqueous medixun. 

70. (Amended) The method of C^^^9, wherein the aqueous medium comprises 
sodixun bicarbonate solution. 

^ 1^ 71. (Amended) The method of Claim^9^wherein the aqueous medium comprises 
gastric secretions. 

72. (Amended) The method of Clama 69, wherein the aqueous medium comprises 



/ 



water. 



/ 



\ 
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73f ^ (Amended) A metho^ of producing a liquid pharmaceutical composition, 
comprising: combining the composition recited in Claim 40 with an aqueous medium. 

74. (Amended) The^method of Claim 73, wherein the aqueous medixun comprises 
sodixmi bicarbonate solution. / 

75. (Amended) T]hfe^ of Claim 73, wherein the aqueous medium comprises 
gastric secretions. / / J 

76. (Amended) /The method of Claim 73, wherein the aqueous medimn comprises 
water. / 
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(Amended) A method of producing a liquid pharaiaceutical composition, 
comprising: combining the composition recited in Claim 4;^'^th an aqueous medium. 

82. (Amended) The method Claim 8 1 , wherein the aqueous medium comprises 
sodium bicarbonate solution. 

83. (Amended) The n/ethbtf of Claim 81, wherein the aqueous medixun comprises 



water. 
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S4. (Amended) A method of producing a liquid pharaiaceutical composition, 
comprismg: combming the composition recited in Claim 43 with an aqueous medium. 
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91. (Amended) A method producing a liquid pharaiaceutical composition, 
comprising: combining the compositioh recited in Claim 45 with an aqueous medium. 

92. (Amended) The methfod of Claim 91 , wherein the aqueous medium comprises 
sodiiun bicarbonate solution. / 

93. (Amended) ^%e*m^ttioji of Claim 91 , wherein the aqueous medixmi comprises 
gastric secretions. l/^ \ 

94. (Amended) cTMjB^mod of Claim 9 1 , wherein the aqueous medium comprises 
water. / 
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95. (Amended) A method of treating an acid-related gastrointestinal disorder in a 
subject in need thereof, comprising: enterallyAdministering to the subject a solid pharmaceutical 
composition in a dosage form that is not eryeric-coated, wherein the composition consists 
essentially of: 

(a) a proton pump inhibitor /PPI) selected from the group consisting of omeprazole, 
' Imsoprazole, rabeprazole, esomeprazple, pantoprazole, pariprazole, and leminoprazole; and 
[yCP (b) at least one buffering agent in an amount sufficient to prevent or inhibit acid 
degradation of the proton pump in&ibitor (PPI) by gastric acid in the subject so as to achieve 
bioavailability of the proton pun^ inhibitor (PPI) in the subject after enteral administration of the 
dosage form. 




111. (Amended) The method ,a^f-5ec^ted in Claim 95, wherein the proton pump 
inhibitor comprises a substantially pure ^Kanji6mer, racemic mixture, derivative, free base, or 
salt thereof 

112. (Amended) The method as recited^Claim ^5, wherein the composition further 
comprises a flavoring agent. 

113. (Amended) The metho^^ recited in Claim 95, wherein the composition fiirther 
comprises an anti-foaming agent. ^ 



122. (Amended) The method as recited in Claim 95, wherein the composition is a 
plurality of pellets. ^ 
\ ^ (^^^^d^d) The me^d as recited in Claim 95, wherein the composition is a 
plurality of granules. 



130. (Amended) The methoja as recited in Claim 95, wherein the buffering agent is at 



^ $yJe^stibout 1680 mg sodixmi bic^|^<^te. 
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131. (Amended) The method as recite^Tin Claim 95 , wherein the buffering agent 
about 1000 mg to about 1680 mg sodium bic^bonate. 
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141. (Amended) A composition, consisting essentially of: 

(a) a therapeutically effective amount of a non-enteric coated proton pimip inhibitor 
(PPI) selected from the group consisting of omeprazole, lansoprazole, rabeprazole, 
esomeprazole, pantoprazole, paripra^ole, and leminoprazole; 

(b) gastric secretions; 

(c) at least one buffering agent in an amount sufficient to prevent or inhibit acid 



degradation of the proto 
bioavailability of the protoi i 
wherein the proton 



tor (PPI) by the gastric secretions so as to achieve 
ibitor (PPI) in a subject; 
libitor (PPI) and the buffering agent comprise a solid dosage 



form, which is capable of cjisintegration and dissolution in the gastric secretions and is not 
enteric-coated. 



144. (Amended) The composi^i^ recited in Claim 141, wherein the proton pump 
I \ ^ inhibitor comprises a substantially piirey^dn^omer, racemic mixture, derivative, free base, or 
salt thereof 



170. (Amended) The composition a^recited in Claim 141, wherein the buffering agent 
is at least about 1680 mg sodium bicaibpnate 

171. (Amended) The compos i^mi as iecited in Claim 141, wherein the buffering agent 

icarbonate. 




is about 1000 mg to about 1680 mg soc 
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181 . (Amended) A solid pharmaceutical composition in a dosage form that is not 
enteric-coated, comprising: 

(a) a first part comprisinj^ a non-enteric coated proton pxmip inhibitor (PPI) selected 
firom the group consisting of omeprazole, lansoprazole, riabeprazole, esomeprazole, pantoprazole, 
pariprazole, and leminoprazole; md 

(b) a second part ^ui/o^cfing the first part, the second part comprising at least one 

cien^to prevent or inhibit acid deg^dation of the proton pump 

inhibitor (PPI) by gastric a6ict^a subject so as to achieve bioavailability of the proton pxmip 
inhibitor (PPI) in the subjel/t after enteral adnunistration of the dosage form. 

1 84, (Amended) The dosag^ form as recited in Claim 181, wherein the proton pump 
1 ^ inhibitor comprises a substantially ^pe jfenantiomer, racemic mixture, derivative, free base, or 
salt thereof 




buffering agent in an amoimt 




198. (Amended) The 
is at least about 1680 mg sodium 




rm as recited in Claim 181, wherein the buffering agent 
iiate. 
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Ol 203. (Amended) A method of treating an acid-related gastrointestinal condition in a 

[ ^ / 

subject in need thereof, comprising: enterally administering to the subject the solid 

pharmaceutical dosage form as recitm in Claim 181. 





219. (Amended) Th 
inhibitor comprises a substantial; 
salt thereof. 



^pure 



as recited in Claim 203, wherein the proton pump 
lantiomer, racemic mixture, derivative, free base, or 



229. (Amended) The method as recited iU/Claim 203, wherein the buffering agent is at 
least about 1680 mg sodiimi bicarbonate. 
9^1 230. (Amended) The method as recited in*^Glaim 203, wherein the buffering agent is 
about 1000 mg to about 1680 mg sodium bicarbonate. 



233. (Amended) The method^as recited in Claim 203 wherein the buffering agent 
comprises a combination of sodium/oicarbonate and calcium carbonate. 



i 
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